TOBAPUCTRO 3 OBMEXEHOIO BIAINOBINANBHICTIO «BIOMENHBECT» Lod
Yxpaina, 01103, m. Kuis, syn. fiparomupoea, 4 ’ o e H B e c ’
1en.: (044) 490-20-35, chakc: (044) 490-20-36

e-mail: bmi@bmi.com.ua, koa EAPTIOY 24740569 BIOMEDINVEST

Ne 18-037p Bin 19.12.2018 p. HavanbHuky Bipaity
JIepKaBHOTO PUHKOBOTO HarsAxy

JlepxaBHoi c1yx6H Ykpaiiu

3 JliKapchkuX 3acobiB Ta

KOHTPOJTIO 32 HAPKOTHKaMH

Kosonoro FO.A.

[1lanosnuit FOpito AuppiiioBudy!
TOB "BIOMEJIIHBECT", sike € yNnoBHOBaXEHUM IMpPEACTABHUKOM koMnanii-eupobHuka Abbott

Ireland Diagnostics Division, sika 3HaXOAWTbCA 3a a[Pecoio Lisnamuck, Longford, Co. Longford, Ireland /
Ipnauisi, 11040 MEAWYHUX BUPOGIB AU AIarHOCTHKH in vitro:

Homep 3a | Ha3Ba BHpoOy aHFIifCBKOIO MOBOIO Haspa Bupo0y YKpaiHCbKOIO MOBOIO
KaTaaoroMm
7K61-35 | ARCHITECT B12 Reagent Kit Ha6ip pearentis ARCHITECT B12 Reagent Kit

Ha niacrasi JlopydeHHs Bij BUpoGHHKa TepMminoM aii Big 15.04.2016 p. no 15.04.2021 p., Bucnosmoe Bam
CBOIO IMPY NOBAry Ta, BiANOBIAHO O BUMOT, WO 3a3HAYEHI B M. 3 Jlonatky 3 no TexHi4HOro periaameHTy
OJI0 MeAMYHMX BHpOOIB 1yl JIarHOCTHKM in Vitro (3aTBEpPKEHOro IMocraHosoro KMY Ne 754 Bin
02.10.2013 p.) NiATBEpLKYE, 1O 3a3HAYEHUM BHPOOHHKOM po3pobieHa Ta MIATPUMYETHCS B aKTyalbHOMY
CTaHi CHCTEMATMYHa MpOLEIYpa aHanisy [OCBidy, OTPMMAHOIO MiCAsS BBEICHHS BupoGiB B 06ir, Ta
BPOBaKEH] BiANOBiNHI 3ac00U IS 3aCTOCYBaHHS HeoOXiAHMX KOPUTYIOYHX AiH, BpaXOBYIOUH NPUPOAY Ta
PH3HKH, OB’ A3aHi 3 BiINOBIAHUMHU BUPOOaMH.

B sKoCTi MiATBEpIkeHHA, iHGOPMYEMO NpPO BIAKIMKAHHA 3a3HAUEHOrO MpPOAYKTY, HOMEp naptii
(LOT): 91345U100, ockifbku KOMMaHis Abbott BcTaHoBwia, mo 4actuHa naptii Ne 91345U100 moxe
MICTHTH HempaBHIbHI KOMIIOHEHTH, a came: 2 (IakoHH pO3UMHHUKA ANId ananisy (7K61J) abo 2 ¢dnakoHu
pearenTy nonepeaHsoi 06pobku 1 (7K61U). Ha6opw, y cknia/ii SKHX HEMa€ BCiX BiANOBIAHHX KOMIOHEHTIB,
HeMOUIMBO npockanysatu Ha aHanizatopi ARCHITECT - npu 3aBaHTAKEHHI Ha eKpaH OOJIKY PeareHTIB
6yne 3reHepoBaHO KO IOMMIKA (H-A: KOA MOMMIIKH 0900 uu 0201). JlaHa cuTyallil He BIUIHBA€ Ha
3reHepoBaHi Pe3yJbTATH NANIEHTIB, TaKk AK aHAxi3aTOp He J03BOJIHTh BHKOPHCTOBYBATH HaGip
peareHTiB, WO MIiCTHTbL HeBipHi KOMIIOHEHTH. Inpopmyemo, 1o Ha TepuTopii YKpaiHH NPORYKLisA
3a3Hauenoi nmaptii Gyna nepenasa nuime no naboparopii IHBITPO (m.dninpo), B kinbkocTi 1 (oxna) wr..
Jla6opatopis 6yna npoindopmosana 20.12.2018 p..

O/1HOY4CHO MOBIIOMIAEMO, IO HACTYIHI i
Ha TepuTOpii YKpaiHH:

-HecnpaBHIiCTb abo0 TNOTIpLIEHHS XapaKTepPUCTUK Ta/aGo0 eQexTHBHOCTI, a TakoX Tpo Oyab-ski
HEBiAMOBIAHOCTI B MapKyBaHHi Ta/abo B iHCTPYKLIiT i3 3aCTOCYBaHH4, AKI MOXYTb a00 MOIJIM MIPHU3BECTH 10
cMepTi cnoxuBada abo KOPUCTyBaya, abo 10 cepHO3HOro noripuieHHs cTaHy iX 3J0pOB’s;

-TeXHi4Hi a60 MeW4HI PUYKHH, MOB’A3aHi 3 XapaKTePUCTHKaMH abo €(heKTUBHICTIO, 3 MPHYHH, 3a3HAYCHHUX
y nynkti 5 Jlogarky 3 a0 TexHi4HOro periaMeHTy WOA0 MEAHIHUX BUPOGIB IS NiarHOCTHKH in Vitro, Lo
MPU3BOAATH O CHCTEMATHYHOIO BiIKIIHKAHHA BUPOGIB TAKOrO THUITY BUPOGHHKOM.

Jlo naHoro nucTa N0AAEThes:

1. Indopmauito Bix BHpOOGHHKA LIOAO BIAKIMKAHHA BUpOOY (aHIIiHCBEKOIO MOBOKO 3
NepeKIa oM Ha YKpaiHCbKY MOBY);

2. Jlopyuenns TepMiHom aii sim 15.04.2016 p. no 15.04.2021 p. Big BHpoOHMKA MpO
MOBHOB)KEHHS YIIOBHOBAXKEHOI'O [IPE/ICTABHUKA;

3. J[exnapauis Ne DOC-7K61-UKBgv;§*ﬁ‘Eﬁm§4 nii Big 08.08.2017 p. npo BiAMOBiAHICTL
BUpOOiB BUMOram TeXHquor%ﬁge}jnaMeHTy mp\:a MEAMYHUX BUpOGiB UIS JiarHOCTHKH in
vitro; 7> N

g

: \
Biegepueser”) 5 |

HLMEHTH 3 3a3HaYeHHUM BUpoGOM He GvJH 3adikcosaHi

3 NoBarolo Ta BAAYHICTIO 32 CMiBNpaLo,

Jupexrop TOB "BIOMEJIIHBECT" C.O. OnbxoBeub

w2z OepxnikenyxGa
Ne16983/0/08-18 Bif 27.12.2018
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Abbott Ireland Diagnostics Division DIAGNOSTICS
Lisnamuck, Longford, Co.
Longford, Ireland

BiaknukaHHa npogykry

TepmiHoBo — BXMTH Heralinux 3axoais

Abbott

Aara nybaikauii 18 rpyans 2018 p.

Npoagykr Onwuc npoaykry Katanowuuii Homep (kat. Ne) | Homep naprii ubl
ARCHITECT B12 Reagent Kit 7K61-35 91345U100 N/A

NoacHeHHA MeTa aaHoro aucta — iHpopmyBaTH Bac NPO BIAKAUKAHHA HacTynHoro npoAaykTy: Habip pearenTis

ARCHITECT B12 Reagent Kit, kar. Ne 7K61-35, Homep naprii 91345U100, a Takox Haf,aTh BKasiBKK
WOoAO NOJANbLUMX 33XOAIB, AKUX NOBUHHA BXUTK Balua Naboparopis.

Komnanin Abbott scTaHosuna, Wwo yacTuHa naprii Ne 91345U100 moxe MicTuUTy HenpasunbHi
KOMMNOHEHTH, a came: 2 GaKOHU POIUUHHUKA ANA aHanisy (7K61)) abo 2 dnakoHu peareHTty
nonepeaHboi 06pobku 1 (7K61U).

Habopu, y cknaai akux HemMae BCix BiANOBIAHUX KOMNOHEHTIB, HEMOMMBO NPOCKaHyBaTU Ha
aHanisatopi ARCHITECT - npu 3aBaHTaxeHHi Ha ekpaH 06Ky peareHTis byae 3reHeposaHo Kop,
MOMUAKY (H-A: Kog nomunku 0900 yu 0201).

OcHosHa npuunHa aaHoi cutyauii nignarae poscigyBaHHIO ANA NPOBEAEHHA BiANOBIgHUX
KOPUIYIONUX Lil.

Hacnigku ana JAaHa cuTyauia He 8nnuBae Ha sreHeposaHi pesynbTaTi NALEHTIB, TaK AK aHanNi3aTop He NO3BONUTL
nauieHTis BUKOPMCTOBYBaTH Habip peareHTis, WO MICTUTL HEBIPHI KOMMOHEHTH.
HeobxigHi pii 1. Nepesiputu BMIcT KOWHOTO Habopy peareHTis 3 napTii Ne 913450100 nepes BUKOPUCTAHHAM.
® BnesHUTUCb Y HAABHOCTI HAaCTYNHUX KOMNOHEHTIB, AETaNbHO NEPEPaxOBaHUX B iHCTpYKLii 3
BUKOPUCTAHHA

MikpovactuHku — 7K61G
ARCHITECT 1 B
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~
ARCHITECT B12 o) heF sy 2 8
Heo6xigHi gii
(npoaoskeHHs)
® Ipu HaABHOCTI yCix NOTPiIBGHUX KOMMNOHEHTIB MPOAOBKYIiTe BUKOPUCTOBYBATH Habip y
3BU4IRHOMY perUMmi.
* AlKwo He yci NOTPiBHI KOMMOHEHTY € B HanABHOCTI, yTUni3yiTe Habip.
2. Bauw micuesuit npeacTasHUK komnaHii Abbott AONOMONXKe Bam OTPUMATU NPOAYKT ANA 3aMiHK
Ta/abo KpeAuT Ha OCHOBI 3araNbHOT KINLKOCTI yTunisosaHux Habopis.
3. 3anosHiTb Ta NoBepHiTb baaxk BiANOBIAi KnieHTa (Customer Reply Form).
4. Axwo su nepegasanu BULLEBKA3aHWU1 NPOAYKT iHLWINM nabopatopiam, npoiHgopmyiite ix npo
AaHe BigknuKaHHA NpoAyKTYy Ta HagaiTe imM Konito uboro Aucra.
5. 36epexitb Leit AUCT y Bawomy nabopatopHomy xypHani.
KoHrtakTHi paHi Npocumo subaueHns 3a HespyyHoCTi, CNPUYUHEH] BaM AaHOI0 cuTyauieto. AKWLO Y Bac uu 6yab-

AKOrO NocTavyantHuka megUYHUX NOCAYT, 3 AKMM BU NPaLoETe, BUHUKHYTb NMUTaHHA CTOCOBHO
AaHoi inbopmauii, byab nacka, 3BEPHITLCA A0 BALIOTO MICLLEBOro NpefCcTaBHUKa KomnaHii Abbott.

fAiKwo Bam 8iAOMO Npo ByAb-AKY WKOAY, CIPUYMHEHY NaLiEHTaM Yu KOpUCTYBaYam y 38'a3Ky 3
BIAK/IMKAHHAM NPOAYKTY, NPOCMMO BaC HeraifHO NOBIZOMMTH npo ue Cayxby nigTpumkmn y

BalloMy perioHi.

QSCFMJ?WQEDM JTTRKD
durenrop
C.G.anxnasub

FA18DEC2018A
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¥ . -
Abbott Ireland Diagnostics Division DIAGNOSTICS
Lisnamuck, Longford, Co.
Longford, Ireland
Product Recall
Urgent - Immediate Action Required
Abbott
Date Issued December 18, 2018
Product Product Description List Number (LN) Lot Number uDI
ARCHITECT B12 Reagent Kit 7K61-35 913450100 N/A
Explanation The purpose of this letter is to inform you of a product recall for ARCHITECT B12 Reagent Kit, LN
7K61-35, lot 91345U100 and to provide instructions on what actions your laboratory must take.
Abbott has identified that the incorrect components, 2 assay diluent bottles (7K61J) or 2 pre-
treatment 1 bottles (7K61U), may be presentin a portion of batch 91345u100.
Kits that do not contain all correct components cannot be scanned on the ARCHITECT instrument,
an error code will be generated upon loading on the reagent inventory screen (eg: Error code
0900 or 0201).
The root cause for this situation is under investigation for an appropriate corrective action.
Patient Impact There is no impact to generated patient results as the instrument will prevent use of a kit with the
incorrect components present.
Necessary 1. Inspect each kit of lot 91345U100 in inventory before use.
Actions e Confirm the following components are present as detailed in the IFU
®*  Microparticles - 7K61G
ARCHITECT k| (=]
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Necessary
Actions
Continued

FA18DEC2018A
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Necessary
Actions
continued

Contact
Information

FA18DEC2018A

o If the correct components are present, continue to use as normal.
o If all correct components are not present discard.

2. Yourlocal Abbott representative can help provide you with replacement product and/or credit
based on the total number of kits destroyed.

3. Complete and Return the Customer Reply Form

4. If you have forwarded the product listed above to other laboratories, please inform them of
this Product Recall and provide to them a copy of this letter.

5. Please retain this letter for your laboratory records.

We regret the inconvenience this situation is causing you. If you or any of the health care
providers you serve have any questions regarding this information, please contact your local
Abbott representative.

If you have experienced any patient or user injury associated with this Field Action, please
immediately report the event to your local area Customer Service.

3 OPHT THANOM 371 AHO
BurerTOP
C.0.0nbxopEuy
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Declaration of Conformity
AEKJAPAHIA PO BANTOBUIHICTD

Docusent number DOC-TROE-URR-v
Hlosmep ADRYMEHTY: , 4
Legal Manufacturer’s Name Abbott treland Diagnostics Division
Hasna sipobunra:
Legal Manufacturer’s Address Lisnamuck, Longford, Co. Longford, Ireland
Anpeca snpobiura: o Ipaausis
List Number & Size Code Device Name Classification
Kuavanowuuii novep Hasna supoly fCancudivanin
Not applicable to List |
A or List B of Annex
~ TKOY-23 ARCHITECT B12 Reagent Kit i to Technical
-, - ¥ ooy H 18 © \f
7ROI-3: UaGip pearcntis ARCHITECT B12 Reagent Kit Regulations on IV

Medical Devices. not
intended for self~
control. not tor

performance
evaluation
. ARCHITECT B12 Calibrators
TR61-01 He nanexurs 10
Kanidpatops ARCHITECT B2 Calibrators nepenixy A 1a
nepeaiky B Joaavky

2 qo Texnisnora
st AT NAMEHTY OO
MearuHIN supodip
JUIR JHANHOTTHERY

ARCHITECT B12 Controls

KO- VITO, He A
Kompoai ARCHITECT BI2 Controls CAMOKOHTPOAIO, HE

JUS QUITHKH
XAPAKTEPHCTHE

\uthorized Representative in BIOMEDINVEST, LLC
Ckraine (name and address) % 4. Dragomyrova Str., office 122, 125, Kyiv, 01103, Ukraine

OB «BIOMEANBECTS

Y rosnopamenuii T
ava, Jiparostuposa 4, ofic 122125 M. Kuis, 01103, Yipaiua

IpeACTasHEy 5 Yrpaiu
, (maswa i aapecay:

SLIGO CHAMBER OF COMMERCE (INC) *7

QERTIFI RRECT IN ALL GOOD FAlfH * \
) y (‘M i&ﬁj (C}j éj/;’guu:\%nsed (’.)f'f‘g 5 N\ ‘\"VV - ey

m%PERTOP
€.0.CnbxoBtib
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Declaration of Conformity

AEKJAPALUS 1PO BLINOBUIHICTh

Document number DOC-7K6-UKR-v
Homep aovymenry:
Legal Manufacturer’s Name Abbott Ireland Diagnostics Division
Hassa supodunwa:
Legal Manufacturer’s Address Lisnamuck, Longford, Co. Longford, Ireland
Aapecs srpobuna: Ipnanain

We. the undersigned. hereby declare that the in vitro diagnostic medical devices described above and bearing the

Uikrainian national nmrkmz, of conformity, conform with the applicable provision of the Decree of Cabinet of

Ministers of Ukraine Ne 754 daed 02.10.2013 on Technical Regulations on In Vitro Diagnostics Medical
Devices. All supporting documentation is retained and held by the Manufacturer and by the Authorized
Representative in Ukraine. This Declaration is made in accordance with Annex ni Pechnical Regulations on In
Vitro Diagnostic Medical devices approved by Decree of Cabinet of \‘hmxten of Ukraine Ne734 an 2 October
20135 and is issued under the sole responsibility of the Manutacturer,

Mit o HIgkUe mABNCAINRCA, JCKIAPYEMO, (O BREIAHT BIIHC BUPOOH U 1aruoctiky in vitro 1a
HPOMAPROBANT YKPATHCLRHM  HAIIOHAALIIM  SHAKOM  BiAHORLAHOCT,  BUIOBIAQIOTE  sinmoras Texiiunoro
PUrIGMEHTY HIOQ0 MCUHMINN BUROOIR VUMM ZHAPHOCTHRK I VIO, 3aTRepakeHoro THoc ranoson Kabinery
Minicepis Yrpaing Ne734 win 02.10.2013. Bei nbrsepaskyioni 1oysenti 30epiraaTees v osupotuiKa 1a
Voossosweenora npeacramnuka # Yepaini. s Jleksapadis ckaagena v sinosianoeri 1 leaarsoss 3
Tessiunore peraasenry 100 sMeanix BupoGiB s 2HArHocTHRE in vilro. sarsepamenoro Hooranosois
Kadinery Minicrpin Yepaing No734 win 2 womms 2013 va suaana nix BHIAIOHIY  BLABOBLARILUICTS

Bupodnika,

Signature / HHanuc: Ly ey

Full Name 7 Iv"a: - Lorraine Whitney

Position ¢ Hocaaa, Senior Manager Regulatory Al¥airs
Date of Approval ¢ flara sareepixenns: G g Zoik

Place Issued / Micue st Longtord, Trefand / paangiv

]

" N . N S
End of document / 3axinentys oxy Mt v

¥ -
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. Abbott

Declaration of Conformity
ARKIAPALS HPO BLANOBUAHICTD

i v
! Document pumber

Husep A0RysMenTy:

CPOCTRG UK Ry |

feoal Manufacturer’s Nuwme

Hazpa supobusuna:

¢ Legal Manufacturer’'s Address
O Aapecs supodnura

Abbot retand Diagnostics Division

Lisnamuck. Iuwimd Cao. lonvrmd !M‘md
Ipatan m

l ist Number & 'sm: C odc

Ravasosmauii novep

Device Name
Hazsa supoby

Classification
Kaacndiwanin

FINGI AR
K638

TKHE-D

CARCHETECT BI2 Reagemy Kit

2

Hadip pearcaris ARCHITLCT B2

Reagent Kit

ARCHITECT B12 Calibrators

Kaaidparopn ARCHITECT B12 Calibrators

FANIEREY

2 Controls

ARCHITECT B

S Kowepont ARCHITECT B12 Controls

Not applicable to List
Aor List B of Annes
o Technical
Regulations on IVD
Medical Devices, not
intended for self-
control, not for
performance
evaluation

He nadesss o
nepeaiky A ta
nepeaiky B Hoaarky
2 a0 Texsiyuoro
PEIAGMCHTY 1100
MEAHYHHN BIHPODIR
JLAS AT HOCTHRY 0
VITFO, He g
CAMOKOHTPOHO, HE
EELROITHTST '
NAPAKTCPHCTHE

- Authorized Representative in
Ukraine (name and address)
- Yuusnosameunii

ppeacrasiuk B Yrpaiui
(sasea { agpeea):

BIOMEDINVEST, 110
4, Dragomyrova Str. offiee 122, 42

L TOB «BIOMEJUHBECTS

sy Hparosmposa 4, odic

122,125, s Kuin, 0110

3, Kviv, 01103, Ukraine

3. ¥rpaiua
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Abbott

Declaration of Conformity
AEKIAPALLS TIPO BUINOBLIHICTE

Document number P DOC-TRGE-URER-v
' Hoviep AoRyMeHTy:

Legal Manufacturer’s Name | Abbot freland Dingnostics Division
. Hasua nupobunkal :

- Legal Manufactarer’s Address  Lisnamuck. Longford, Co. Longlord. trefand
CAdpeca BUpLBHIKT Iparanis

\We. the undersigned. hereby declare that the i vitre diagnostic medical devices described above and bearing the
Uikrainian m;m*“m marking of conformiiy, conform with the applicable provision of the Decree of Cabinet of
Ministers of Ukraine No 754 dated 02.10.2013 on Techpical Regulations on In ‘v’ﬁm) Diagnostics Medical
Devices. Al \u“rm'mm documemation is retained and held by the Manufacturer and by the Authonzed
Representative in t raine, This Declaration ss made in accordance with Annex 3ot T :;:mxml Regulations on In
Vive Diagnostic M uhcu! devices approved by l)\uu of Cabinet of Ministers of Ukraine No754 on 2 October
ZH?? and 1 issted under the sole responsibilits of the M wfaviurer,

ML e i BUUTHCIBICH, JICKapyeMe. o Bl BULIEE BUPOOH D AAUHOCTHRE 10 VItO 1w
APOLIApROELI YRPATICHRIN HAHOHA AR HAKOM  BULOBLLIOCTL  BLANOBLAIOTL  BHMOTAN Texanon:
PETIAMEHTY ILEVKY MEIHIN spoGin L UarHocTR vitro, aarsepakcnoro Hooranosao Kadine
Miicipin Yrpainn o754 8ia 02 10,2013, Bel i Bep Ry iodi 0KV SRITH 30CPHMOTHES ¥ Bif] DOGHIKE Td B
VHGHHOBLRCH G PEACTABHIKD 8 Yepaind, e Jleiapaiisn ckaaacna Y pianasl oot 3 Jdodikoss 3
TexiiMEOrO PeriMeHTY THOA0 MEAHYHES pUpOGIR L HArHoCTIRR i vitro. H‘Bxp.{A\QHOEO Hocranosow
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Abbott freland Diagnostics Division, T4 3ER 43 3321000
Lisnamuck, {4+ 353 4% 333100

Longford.

reland SLIGO CHAMBER OF COMMERCE (INC)
C rnm DCOR ECT IN ALI GOOD FAITH

\/9 IL | ol | J0i6 Authorised Official

Power of Attorney

We. the undersigned. Abbott Ireland Diagnostics Division. Lisnamuck. Longtord.
County Longford, Ireland (hereinafter referred to as the Manufacturer) authorize Limited
liability company "BIOMEDINVEST". a legal entity registered under the laws of
Ukraine (Certificate of state registration of the legal entity AOU No. 696757, identification
code of the legal entity: 24740569, place of state registration: Solom’ianska District State
Administration in Kyiv. date of state registration: 04.04.1997) and located at 4
Dragomyrova street, office 122 and 125, Kiev, 01103, Ukraine (hereinafier referred to as
the Authorized Representative). to act on the behalt’ of Abbott Ireland Diagnostics
Division as its Authorized Representative in the territory of Ukraine for all necessary tasks
according to legislation of Ukraine in respect of the in vitro diagnostics medical devices
(Technical regulations on In Vitro Diagnostic medical devices approved by Resolution of
the Cabinet of Ministers of Ukraine No 754 of 02.10.2013. as well as legislation on
technical regulation and market surveillance) manufactured by the Manufacturer
(hereinafter referred to as Products) at the owned manufacturing facility, and also at the
third partics manufacturing facilities of products with Abbott Ireland Diagnostics
Division being the legal manufacturer,

For the performance of this function the following tasks are delegated to the Authorized

Representative:

10 represent interests of the Manufacturer before the Ministry of Health of Ukraine,

State Administration of Ukraine on Medicinal Products, Notified Bodies and before

all and any other authoritics and entities of any legal form engaged in conformity

assessment procedures and market surveillance of Products:

o conduct the negotiations:

to receive information on procedures of conformity assessment:

1o submit all necessary documents (!’ﬂdkl‘!dl\) in own name for u)ntmmm

assessment;

¢ 1o sign the appropriate applications and any other documents related to the
conformity assessment procedures and market surveillance of Products, including
the financial ones:

o o use a stamp of Authorized Representative:

e 10 submit changes and amendments in the documents, provide the explanations and
submit additional documents:

s o certify copies of the documents submitted by the Manufacturer;

e 1o form and keep technical documents under the requirements of the Technical
regulations on in vitro diagnostic medical devices (approved by Resolution of the
Cabinet of Ministers of Ukraine No 754 of 02.10.2013);

s (o make pavment for the services ulatud 1o 1hc conformity assessment procedures
%nd market sunu!lanu of Produdyg: .~ 7 e

o 1 BRI SamPpRnal B confor tm. Assessined ;;?éhkhorits‘ to certify due tests:
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e (0 receive necessary documentation including but not fimited to certificate of
conformity, design-examination certificate, type-examination certiticate:

o 1o receive letters, do correspondence;

e to translate and to submit to whom it may concern Declaration of Conformity for
Products, which is issued by Manufacturer according to legislation of Ukraine. and
also to add any additional document on the basis of Declaration of Conformity
issued by Manufacturer:

e 1o perform market surveillance activities including but not limited to act as required o
in order to deal with medical devices. cancel inappropriate medical devices, submit 3&%@
due notices on inappropriate medical devices to the State Department of market 696757,
control;

e (o provide any other additional activities in order to {ulfil the requirements of local
legislation for Products.

Manufacturer is liable (as well as the Authorized Representative of the Manufacturer in
Ukraine) under the application and the contract of conformity assessment of Products
under the requirements of the Technical regulations on in vitro diagnostic medical devices
(approved by Resolution of the Cabinet of Ministers of Ukraine Ne 754 0f 02.10.2013).

This Power of Attorney is valid from 15.04.2016 ull 15.04.2021 (unless revoked earlier in
writing).

Yours sincerely

« \:77‘% - o ST
X/’ s Aenihue A2 4(«@ U

AUTHURISER
CERTFICATE
OF
RGN

Lourda Fitzpatrick Date
Regulatory Affairs
Abbott Ireland Diagnostics Division. Longtord
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Abbott Ireland

[xagnostics Division, Lisnamuck, Longford, Treland
Ten: +253 43 333100

Oare: +35343 3331001

Toprosa Nanata Cniro
3acsiueHo
22.06.2016 /Nocaposa ocoba/

AogipeHicTy

My, Hkdenianucani, «AB66orr Adnenp [liarnocrikc [isikx» [Abbott Ireland
Diagnostics Division/, flicHamak, Jionrdopa, Oxpyr Jlorrgopa, Ipnanpis /Lisnamuck,
Longford, County Longford, Ireland/, (aani - BupobHUK) ynoBHOBaXyE TOBapucTso 3
obmMexeHolo BignoeinansHicTio «BIOMEAIHBECT», topuanysa ocoba, 3apeecTposaHa 3a
3aKOHOAABCTBOM Ykpainu (CBIAOUTBO NPO AepXaBry PeecTpauiio puandHoi ocodu A0D N2
696757, ineHTudikauifinnit Koa opuaniHoi ocobi: 24740569, Micue hepxasHol peecTpaui:
Conom'sHcbka PaiioHHa [lepwasHa AaminicTpadis v M. Kuesi, gata AepxasHoi peectpauil:
04.04.1997), appeca: Byn. [Aparomvposa, 4, ogic 122, 125, M. Kuig, 01103, Ykpaida (nani -
YnosHosaxeHuit NpeacTasHuk), AiSTr Big iMeHi «A660TT AitneHa Hiarvocrike QisinH>»
/Abbott Ireland Diagnostics Division/ 3 aKoCTi YriogHOBaxeHOro [lpeAcTaBHuKE Ha
TepuTopii  YKpainy 3rigHO 3aKOHOAABCTBA YKpaiHW CTOCOBHO MEAWHHMX supobiB  Ans
piarHocTvky in vitro (TexHiuHuin pernaMedT LWOAo MEeANHHUX BWPOGIB Ans AiarHoCTVKK in
vitro, 3aTeepmkeHuit NoctaHosors KabineTy Minictpis Ykpainn N 754 sig 02.10.2013, a
TAKOX 3MAHO 33KOHOAABCTBA YKPaiHK LIOAO TEXHIYHOIO pEryioBaHHa Ta pPUHKOBOTO
Harnany), supobnenux Bupobrukom (Aani Mpoaykuis) Ha BRacHWx BUPabHUYMX
NIANPUEMCTBAX, @ TaKOX Ha BUPOBHWUMX MiANPUEMCTBAX TPeTix ocib, npoayxuii «AB6oTT
Aiinenp [iarsocrikc fQisixn» /Abbott Ireland Diagnostics Division/ ans axol ue €
neransHuWin 8upobHnK.

[1n8 BUKOHaHHS LUbOro, YNOBHOBAXERUIA NpeacTaBHiK Mae npaso:

- npeacTaBnaTU iHTepecu BupobHuka B MiHiCTEpCTBI  OXOPOHU 300poB’s  YKpaiku,
[epxaBHiil cnyx6i YkpaiHu 3 nikapCbKux 3acobiB Ta KOHTPOMIO 38 HapKOTUMKaMu,
YHIOBHOBAXEHWX Oprarax Ta Byab-AkuX iHLWWX YCTaHOBaX Ta opraHizauisx bynb-aKOi
hOpMIt BIACHOCTI 3 NUTaHb NPOLEAYP OUiHKK BIANOBIAHOCTI Ta PUHKOBOrG Harnsay
Npoayxuit;

- BECTW NeperoBopw;

- OTpUMYBaTY iH(OPMALIID WOAO NPOLEAYP OLiHKY BIANOBIAHOCTI;

- nogasatt Byab-axi HeoOXiAHI AOKYMEHTH (marepianu) Bi4 BNacHOro iMeHi wWoao
OUiHKY BiANOBIAHOCTI;

- NianUcyBaTH HeoBXiaHi 3asBKW Ta IHLI AOKYMEHTHW, NOB'A3aHI 3 Npoueaypamn ouiHKK
BIANOBIAHOCTI Ta PUHKOBOrO Harnsay MpPoAYKUl, B TOMY YW (PIHAHCOBI AOKYMEHTH;

- KOPWCTYBaTUCH NEYATKOI YNOBHOBAXKEHOTO [peACTaBHIKaE;

- BHOCWTW 3MiHM Ta [AOMNOBHEHHS Y AOKYMEHTW, HAZaBaTW MNOSICHERHS Ta NoAaBaTtw
AOOATKOBI AOKYMEHTH,

- 3acBiguyBaTH KONl AOKYMEHTIB, Haharnx BupobHukom;

- odopMniosaTi Ta 30epiraTv  TexHidHy AOKyMeHTauilo  BIAMOBIAHO A0 BUMOT
TexHiYHOro  pernameHTy wogo LIAUHMX ﬂy@fﬁbéﬁié,;gﬂg* piarsocTukn  in vitro,
AT AMP N R TRIRYO KabineYy MiHifTpis Yrpaitin N2¢54 sin 02.10.2013;

- 30IACHIOBATH ONNatK 3a Nocnyru, 1o '33{4"@?3’npoueﬂvpﬁm{b\gmm BiANOBIAHOCT T
pullgddikd Brnany Npoaykui; a e -
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- HA/ABATY 3paA3kyM OPraHy OWHKW  BIANOBIAHOCTI ANs  NPOBEAEHHS Heobxigrmnx
BUNPODYBaks;

- 33MOBASITM Ta onnadysaTy surpobysaHHs y TPeTix ocif, otpumysaTth Ta 3bepirat
pe3ynbTath BunpobyBans;

- oTpuMyBaTy HeobxiaHi AOKYMEHT#, B TOMY yueni, ceptudixkar  BIANOBIAHOCTI,
cepTudikat BunpobysaHb, CepTUBIKAT NepesipKky Ty,

- OTPAMYBATU NIMCTH, BECTU KOPECNOHAEHLIO;

- nepeknagati Ta NnoAaBatu 3a BHUMOroKo [lexnapauito npo signosiaxicTs Npoaykui,
guaary BupobHukoM BIANOBIAHO A0 3aKoHo4aBCTBa YKpaiHu, Takox BWAEBaATU
AOAATKOBI  JOKyMeHTW Ha ocHosi  [dexknapaull  npo BiANOBIAHICTL, HazaHo!
BupobHuxkom;

- 3pifCHIOBATU Al 3 PUHKOBOTO Harnsigy, B TOMy YMCNi QST BignosigHO A0 BUMOF
WOA0 MeauuHWX BWpOBIB, YCYBatTW HEBIANOBIAHI  MEAUHHI sunpobuy, nogasaTy
BIANOBIAHI  TMOBIAOMMBHHA  HIOAC  MEAWUHMX BupobiB  HeHanexHol sKoCTi Ao
[epxaBHoro [lenapTamMeHTy 3 pUHKOBOrO Harnsay;

- 3piicHioBaTy iHWi Aif ANS BUKOHAHHA BUMOI 38KOHOAABCTBE CTOCOBHO Npopykuii

BupoBHuk Hece BIANOBIAansHiCTL (aK i ynosHoBaxeHuit [peacTasHuk BupobHuka Ha
YKpaiHi) BIANOBIAHO A0 [OTOBOPY NPO OUHKY sigrosigHocTi Mpoaykuil Ta BMOr TeXHIYHOro
pernaMeHTy  WOA0  MeAWUHWX Bupobis AN AQlarHOCTUKKM  in Vitro,  3aTBEpMKEHOro
Noctarosol Kabinety MimicTpis Ykpainn NQ 754 sia 02.10.2013.

Us JosipeicTs € unkHoio 3 15.04.2016 no 15.04.2021 (sikwo He Byae ckacosaHo paHiw 8
NUCLMOBIK (hopmi).

3 NoBarow,

fripnuc/

Noypna GiTunaTpix

PerynsiTopHi nutaHHs

«AB6OTT Aitnenp fliarnocTike [isbkn» /Abbott Ireland Diagnostics Division/

JoHroopa




ANOCTUS b
(Faasbka KoHBEHUIS Bif 05 OBTHS 1961 poxy)

1. KpaiHa: Ipnaxpia

Lien odiuiAnuil fOKYMEHT

2. NiANVCAHMA: Mepi XapTi
3. AiIo4oro B SKOCTI: Toproea Manarta
4, ckpinnennit neyaTkow/wramnom:  zo---
3acsinuero

5. 8 M. [lybnin

6. 29.06.2016

7. kuM: [lenapTaMeHT IHO3eMHWX Cnpas [ Toprisni

8. N© 4861402016

9. MevaTka/wramn:

10. Migmac:

Mepexnas UbOro ACKYMEHTa 3 aHrABICHKOT MOBU H3  yKPAIHCBKY HMOBY
BUKOHAHUI MHOW, nepernanadenm 3apybinow Oneroio CReKcaHAPIBHOKD

3 CPUTIHAROM 3T1ARD
DEPERTOP
C.C.Cnuxontuy
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